REMARKS/ARGUMENTS 

The rejections presented in the Office Action dated May 14, 2008 (hereinafter Office 
Action) have been considered. Claims 1-26 and 67-74 remain pending in the application. 
Claims 67-74 have been withdrawn by the Examiner, The Applicant traverses the restriction 
requirement for the reasons set below. Reconsideration of the pending claims and 
allowance of the application in view of the present response is respectfully requested. 

The claims 1-26 and 67-74 have been subject to restriction as being respectively 
drawn to separate and distinct inventions related as combination and subcombination. 
Claims 1-26 are identified in the Office Action as Invention I (combination) while claims 
67-74 are identified as Invention II (subcombination). 

Inventions in a combination/subcombination relationship are distinct if it can be 
shown that (1) the combination as claimed does not require the particulars of the 
subcombination as claimed for patentability, and (2) that the subcombination has utility by 
itself or in other combination. (MPEP § 806.05(c)). 

In addressing this requirement, the Office Action states that "The subcombination 
has separate utility such as a device to affix a lead to the myocardium via sutures." (Page 2). 

The Applicant respectfully submits that the "separate utility" of "affix a lead to the 
myocardium via sutures" is shared by the combination. For example, claims 14 and 15 of 
the combination disclose use of a suture to affix a lead to myocardial tissue. As such, the 
proffered "separate utility" is shared by both inventions and the restriction is not supported 
to satisfy MPEP § 806.05(c). 

Moreover, the § 102(b) rejection of all claims of Invention I undermines support for 
the restriction. For example, restriction under MPEP § 806.05(c) requires that the 
combination as claimed does not require the particulars of the subcombination as claimed 
for patentability . Considering that all claims of the combination have been rejection, it 
would seem that the Examiner thinks that the combination requires at least the particulars of 
the subcombination (and more) for patentability. As such, maintaining the rejection is 
incompatible with the restriction. 
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For at least the reasons discussed above, the Applicant respectfully submits that the 
restriction is improper and must be withdrawn. 

Claims 1-26 are rejected based on 35 U.S.C. §112, second paragraph, as being 
indefinite. 

The Office Action states that it "is unclear what components are placed over or 
within myocardium penetrating components." (Page 3). The Applicant respectfully submits 
that one having ordinary skill in the art would understand from claim 1 that the lead is 
placed over or within a myocardium penetrating component (or over one myocardium 
penetrating component and within another myocardium penetrating component). For 
example, independent claim 1 recites " the lead advancing to the myocardium one or both of 
over and within one or more myocardium penetrating components of the lead introducing 
system" (emphasis added). 

For further guidance, one having ordinary skill in the art would find embodiments in 
the Specification showing a lead advancing to myocardium over a myocardium penetrating 
component. For example, the Specification provides: 

A piercing needle having an outer diameter smaller than a diameter of the 
open lumen of the lead is configured for advancement into a patient's 
chest and into an epicardium and myocardium of a heart . . . The relative 
sizes of the outer diameter of the piercing needle and the diameter of the 
open lumen of the lead facilitates slideable advancement of the lead over 
the piercing needle upon removal of the dilating sheath firom the patient's 
chest. (Page 3, Line 28 - Page 4, Line 7; emphasis added). 

The dilating sheath 290 (shown in Figure 2) may then be advanced over 
the piercing needle 210 to create a space or cavity in the myocardium 180. 
The dilating sheath 290 is removed, and the lead 280 is advanced over the 
piercing needle 210 and directed to the space created by the dilating sheath 
290. (Page 10, Lines 25-28; emphasis added). 

9 

GUID.077PA 
Response to 05.14.2008 OA 



Likewise, one having ordinary skill in the art would find embodiments in the 
Specification showing a lead advancing to myocardium within a myocardium penetrating 
component. For example, the Specification provides: 

Access and delivery of the piercing needle 210 are performed as described 
above. After inserting the dilating sheath 290 over the piercing needle 
210, the dilating catheter 240 is then inserted over the dilating sheath. The 
dilating catheter 240 is held in position as both the piercing needle 210 and 
the dilating sheath 290 are withdrawn. The lumen 260 of the dilating 
catheter 240 now provides access directly to the myocardium for 
placement of any desired lead. After lead placement and electrode 
implantation, the catheter 240 and any other access devices are removed. 
(Page 12, Lines 3-10). 

Fig. 3 shows the dilating catheter 240 penetrating myocardium 180 and the lead 1 10 
within the dilating catheter 240 as the lead 1 10 is advanced to the myocardium 180. 

Accordingly, the Applicant respectfiiUy submits that one having ordinary skill in the 
art would properly understand the relationship of the lead to myocardium penetrating 
components of claim 1, particularly in light of the Specification. Therefore, the Applicant 
respectfiiUy submits that claims 1-26 are not indefinite and satisfy §112, second paragraph. 

The Office Action further states that "claim 1 recites the limitation 'within one or 
more myocardium penetrating components' wherein the 'myocardium penetrating 
components' are not positively recited in the claims." The Applicant respectfiiUy submits 
that one having ordinary skill the in art would understand the claimed relationship of the 
lead to myocardium penetrating components, even if they are not positively recited in 
independent claim 1. (See examples from Specification above). The Applicant requests 
citation to authority providing that structure or functional relationships to structure must be 
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positively recited in method claims if the Examiner is to persist in the contention that claim 
1 is indefinite for not positively reciting myocardium penetrating components. 

For the reasons discussed above, the Applicant respectfully requests reconsideration 
and withdrawal of the §1 12, second paragraph rejection of claim 1-26. 

Claims 1-14 and 16-26 are rejected based on 35 U.S.C. §102(b) as being 
anticipated by U.S. Patent No. 5,716,392 to Bourgeois et al (hereinafter ^'Bourgeois^^). 

To anticipate a claim, the reference must teach every element of the claim. "A claim 
is anticipated only if each and every element as set forth in the claim is found, either 
expressly or inherently described, in a single prior art reference." {Verdegaal Bros, v. Union 
Oil Co, of California, 2 USPQ2d 1051, 1053 (Fed. Cir. 1987)). Therefore, all claim 
elements, and their limitations, must be found in the prior art reference to maintain a 
rejection based on 35 U.S.C. §102. The Applicant respectfully submits that Bourgeois does 
not teach each and every element of independent claim 1, and therefore fails to anticipate 
this claim. 

The Applicant's independent claim 1 recites, among other steps, advancing a lead to 
the myocardium using the lead introducing system, the lead advancing to the myocardium 
one or both of over and within one or more myocardium penetrating components of the lead 
introducing system. The Applicant respectfully submits that Bourgeois does not disclose 
advancing a lead over or within a myocardium penetrating component. 

Bourgeois discloses a lead pulled behind a curved needle 53, the lead tethered to the 
needle 53 by a strand 55. (Fig. 5). Bourgeois states that "[n]eedle 53 is then introduced 
through heart tissue at first location 30 and exited at second location 32. Strand 55 is then 
pulled from second location 32 until electrode 59 to which it is attached is pulled into the 
orifice at location 30." (Col. 5, Lines 35-39; See Fig. 8). 

Bourgeois does not teach that the lead is advanced over a myocardium penetrating 
component or within a myocardium penetrating component. Therefore, Bourgeois fails to 
teach advancing a lead to the myocardium using the lead introducing system, the lead 
advancing to the myocardiimi one or both of over and within one or more myocardium 
penetrating components of the lead introducing system, as recited in independent claim 1. 
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The "Response to Arguments" section of the Office Action states that: 



The Applicant argues that Bourgeois et al. does not discloses a "lead 
advanced over a myocardium penetrating component or with[in] a 
myocardium penetrating component". However, Bourgeois et al. does 
disclose a lead advanced to the myocardium within one of the myocardium 
penetrating components. (Page 3). 

The Applicant notes that no support is cited by the Office Action for the contention 
that "Bourgeois et al. does disclose a lead advanced to the myocardium within one of the 
myocardium penetrating components." Moreover, the contention does not appear to be 
correct, as Bourgeois does not disclose a lead advanced to the myocardium within a 
myocardium penetrating component. The lead body 61 of Bourgeois is pulled behind 
needle 53 by strand 55, wherein the strand 55 connects the needle 53 and the fixing 
electrode 59 of the lead body 61, as illustrated below: 



The portion of Fig. 8 below shows the needle 53 being pulled through myocardial 
tissue with the fixing electrode 59 of the lead body 61 lagging behind: 



71 




FIG. 14 
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As shown, while needle 53 and strand 55 may penetrate myocardial tissue, the lead 
is not advanced over or within the needle 53 or strand 55. Instead, the lead is pulled behind 
the needle 53 and strand 55. One having ordinary skill in the art would not regard a lead 
being pulled behind a needle by a strand to pass over or within the needle or strand. 
Moreover, while the lead may pass through the trocar 80, Bourgeois does not disclose the 
step of penetrating myocardial tissue with the trocar 80. The trocar 80 provides access to 
the thoracic cavity, and one having ordinary skill in the art would understand that the trocar 
80 is not for penetrating the myocardium, particularly in light of the size of the trocar 80 
relative to the heart 86 and the fatal damage that would be caused if it penetrated the heart 
86. 

For the reasons discussed above, the Applicant respectfully submits that Bourgeois 

fails to teach advancing a lead to the myocardium using the lead introducing system, the 

lead advancing to the myocardium one or both of over and within one or more myocardium 

penetrating components of the lead introducing system, as recited in independent claim 1. 
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As such, the Applicant respectfully submits that Bourgeois fails to teach each and 
every element of independent claim 1, and therefore cannot anticipate this claim. 

Dependent claims 5, 23 and 24 each concem some variation of creating myocardial 
space using a dilator sheath advanced over a piercing needle. Bourgeois fails to teach 
advancing a dilator sheath over the needle 53 into myocardial tissue, and therefore further 
fails to teach creating space in myocardial tissue with a dilator sheath, in the manner 
claimed. 

Dependent claim 14 recites placing a fixation element epicardially at or near a 
location at which the lead enters the myocardium. Fig. 10 of Bourgeois is reproduced 
below, showing fixation by attachment to the fixation disk 90, 




FIG. lO 

Such attachment mechanism is not at or near where the lead 61 enters the 
myocardium, as can be seen firom Fig. 10. Bourgeois does not teach placing a fixation 
element epicardially at or near a location at which the lead enters the myocardium, and 
therefore cannot anticipate dependent claim 14. 

Dependent claim 21 recites ''the lead comprises proximal and distal ends and an 
open lumen defined therebetween; . . . and advancing the lead comprises passing the lead 
over the piercing needle and through the open lumen." 

The Applicant respectfully submits that it does not appear that the lead of Bourgeois 
has a lumen extending from the proximal end to the distal end. The absence of such a 
lumen would mean that the lead could not pass over the needle. As such. Bourgeois does 
not anticipate dependent claim 21 . 



14 



GUID.077PA 
Response to 05.14.2008 OA 



Dependent claim 25 concerns using a stylet that stiffens the lead for advancement 
within a dilating catheter. The Applicant respectfully submits that Bourgeois fails to 
disclose use of a stylet in the maimer claimed in dependent claim 25. 

Dependent claims 2-14 and 16-26, which depend from independent claim 1, were 
also rejected under 35 U.S.C. §102(b) as being unpatentable over Bourgeois, While the 
Applicant does not acquiesce to the particular rejections to these dependent claims, it is 
believed that these rejections are now moot in view of the remarks made in connection with 
independent claim 1. These dependent claims include all of the limitations of the base 
claim and any intervening claims, and recite additional features which further distinguish 
these claims from the cited reference. Therefore, dependent claims 2-14 and 16-26 are also 
not anticipated by Bourgeois. 

For at least these reasons, the Applicant respectfully submits that the rejection of 
claims 1-14 and 16-26 as being anticipated by Bourgeois is not sustainable, the withdrawal 
of which is respectfully requested. 

Claim 19 is rejected based on 35 U.S.C. §102(b) as being anticipated by or, in 
the alternative, under 35 U.S.C. §103(a) as obvious over Bourgeois. Claim 15 is 
rejected based on 35 U.S.C. §103(a) as being unpatentable over Bourgeois. 

Each of claims 15 and 19 depend from independent claim 1. Independent claim 1 is 
not obvious for at least the reason that the cited reference fails to teach or suggest each and 
every limitation recited in independent claim 1 . Furthermore, while the Applicant does not 
acquiesce to the particular rejections to these dependent claims, it is believed that these 
rejections are now moot in view of the remarks made in connection with independent claim 
1. These dependent claims include all of the limitations of the base claim and recite 
additional features which further distinguish these claims from the cited reference. 
Moreover, if an independent claim is nonobvious under 35 U.S.C. §103, then any claim 
depending therefrom is nonobvious. {In re Fine, 837 F.2d 1071, 5 USPQ2d 1596 (Fed. Cir. 
1988)). Therefore, dependent claims 15 and 19 are not anticipated, nor made obvious, by 
Bourgeois. 
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As such, the Applicant respectfully requests withdrawal of the § 1 03(a) rejection of 
claims 15 and 19 and notification that these claims are in condition for allowance. 

It is to be imderstood that the Applicant does not acquiesce to the Examiner's 
characterization of the asserted art or the Applicant's claimed subject matter, nor of the 
Examiner's application of the asserted art to the Applicant's claimed subject matter. 
Moreover, the Applicant does not acquiesce to any explicit or implicit statements or 
conclusions by the Examiner concerning what would have been obvious to one of ordinary 
skill in the art, what is known in the art, officially noticed facts, and the like. The Applicant 
respectfully submits that a detailed discussion of each of the Examiner's rejections beyond 
that provided above is not necessary, in view of the clear absence of teaching and 
suggestion of various features recited in the Applicant's pending claims. The Applicant, 
however, reserves the right to address in detail the Examiner's characterizations, 
conclusions, and rejections in the future. 

Authorization is given to charge Deposit Account No. 50-3581 (GUID.077PA) any 
necessary fees for this filing. If the Examiner believes it necessary or helpful, the Examiner 
is invited to contact the undersigned attomey to discuss any issues related to this case. 



Respectfully submitted, 



HOLLINGSWORTH & FUNK, LLC 

8009 34* Avenue South, Suite 125 
Minneapolis, MN 55425 
952.854.2700 



Date: July 14, 2008 




Paul Sherburne 
Reg. No. 57,843 



16 



GUID.077PA 
Response to 05. 14.2008 OA 



